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PUBLIC HEALTH SERVICE ACT

[As Amended Through P.L. 117-286, Enacted December 27, 2022]

[Currency: This publication is a compilation of the text of title XXX of Chapter 373
of the 78th Congress. It was last amended by the public law listed in the As
Amended Through note above and below at the bottom of each page of the pdf
version and reflects current law through the date of the enactment of the public
law listed at https://www.govinfo.gov/app/collection/comps/1]

[Note: While this publication does not represent an official version of any Federal
statute, substantial efforts have been made to ensure the accuracy of its contents.
The official version of Federal law is found in the United States Statutes at Large
and in the United States Code. The legal effect to be given to the Statutes at
Large and the United States Code is established by statute (1 U.S.C. 112, 204).]

[References in brackets [] are to title 42, United States Codel

TITLE XXX—HEALTH INFORMATION
TECHNOLOGY AND QUALITY

SEC. 3000. [300jj]1 DEFINITIONS.
In this title:

(1) CERTIFIED EHR TECHNOLOGY.—The term “certified EHR
technology” means a qualified electronic health record that is
certified pursuant to section 3001(c)(5) as meeting standards
adopted under section 3004 that are applicable to the type of
record involved (as determined by the Secretary, such as an
ambulatory electronic health record for office-based physicians
or an inpatient hospital electronic health record for hospitals).

(2) ENTERPRISE INTEGRATION.—The term “enterprise inte-
gration” means the electronic linkage of health care providers,
health plans, the government, and other interested parties, to
enable the electronic exchange and use of health information
among all the components in the health care infrastructure in
accordance with applicable law, and such term includes related
application protocols and other related standards.

(3) HEALTH CARE PROVIDER.—The term “health care pro-
vider” includes a hospital, skilled nursing facility, nursing fa-
cility, home health entity or other long term care facility,
health care clinic, community mental health center (as defined
in section 1913(b)(1)), renal dialysis facility, blood center, am-
bulatory surgical center described in section 1833(i) of the So-
cial Security Act, emergency medical services provider, Feder-
ally qualified health center, group practice, a pharmacist, a
pharmacy, a laboratory, a physician (as defined in section
1861(r) of the Social Security Act), a practitioner (as described
in section 1842(b)(18)(C) of the Social Security Act), a provider
operated by, or under contract with, the Indian Health Service
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or by an Indian tribe (as defined in the Indian Self-Determina-
tion and Education Assistance Act), tribal organization, or
urban Indian organization (as defined in section 4 of the In-
dian Health Care Improvement Act), a rural health clinic, a
covered entity under section 340B, an ambulatory surgical cen-
ter described in section 1833(i) of the Social Security Act, a
therapist (as defined in section 1848(k)(3)(B)(iii) of the Social
Security Act), and any other category of health care facility,
entity, practitioner, or clinician determined appropriate by the
Secretary.

(4) HEALTH INFORMATION.—The term “health information”
has the meaning given such term in section 1171(4) of the So-
cial Security Act.

(5) HEALTH INFORMATION TECHNOLOGY.—The term “health
information technology” means hardware, software, integrated
technologies or related licenses, intellectual property, up-
grades, or packaged solutions sold as services that are de-
signed for or support the use by health care entities or patients
for the electronic creation, maintenance, access, or exchange of
health information

(6) HEALTH PLAN.—The term “health plan” has the mean-
ing given such term in section 1171(5) of the Social Security
Act.

(7) Hit ADVISORY COMMITTEE.—The term “HIT Advisory
Committee” means such Committee established under section
3002(a).

(8)1 INDIVIDUALLY IDENTIFIABLE HEALTH INFORMATION.—
The term “individually identifiable health information” has the
meaning given such term in section 1171(6) of the Social Secu-
rity Act.

(9)1 INTEROPERABILITY.—The term “interoperability”, with
respect to health information technology, means such health
information technology that—

(A) enables the secure exchange of electronic health
information with, and use of electronic health information
from, other health information technology without special
effort on the part of the user;

(B) allows for complete access, exchange, and use of all
electronically accessible health information for authorized
use under applicable State or Federal law; and

(C) does not constitute information blocking as defined
in section 3022(a).

(10)1 LABORATORY.—The term “laboratory” has the mean-
ing given such term in section 353(a).

(11)1 NATIONAL COORDINATOR.—The term “National Coor-
dinator” means the head of the Office of the National Coordi-
nator for Health Information Technology established under sec-
tion 3001(a).

1Subsections (a) and (e)(2)(B) of section 4003 of Public Law 114-255 provide for amendments
to this section. Certain amendments as it relates to redesignating paragraph ranges were in con-
flict with each other. The above list of paragraphs reflects them in the order of sequence in ac-
cordance with the probable intent of Congress.
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(12) 1 PHARMACIST.—The term “pharmacist” has the mean-
ing given such term in section 804(2) of the Federal Food,
Drug, and Cosmetic Act.

(13) QUALIFIED ELECTRONIC HEALTH RECORD.—The term
“qualified electronic health record” means an electronic record
of health-related information on an individual that—

(A) includes patient demographic and clinical health
information, such as medical history and problem lists;
(B) has the capacity—
(1) to provide clinical decision support;
(ii) to support physician order entry;
(iii) to capture and query information relevant to
health care quality; and
(iv) to exchange electronic health information
with, and integrate such information from other
sources; and
(C) includes, or is capable of including, a real-time
benefit tool that conveys patient-specific real-time cost and
coverage information with respect to prescription drugs
that, with respect to any health information technology
certified for electronic prescribing, the technology shall be
capable of incorporating the information described in
clauses (i) through (iii) of paragraph (2)(B) of section
1860D—4(0) of the Social Security Act at a time specified

by the Secretary but not before the Secretary adopts a

standard for such tools as described in paragraph (1) of

such section.

(14)1 STATE.—The term “State” means each of the several
States, the District of Columbia, Puerto Rico, the Virgin Is-
%angs, Guam, American Samoa, and the Northern Mariana Is-
ands.

Subtitle A—Promotion of Health
Information Technology

SEC. 3001. [300jj-11] OFFICE OF THE NATIONAL COORDINATOR FOR
HEALTH INFORMATION TECHNOLOGY.

(a) ESTABLISHMENT.—There is established within the Depart-
ment of Health and Human Services an Office of the National Co-
ordinator for Health Information Technology (referred to in this
section as the “Office”). The Office shall be headed by a National
Coordinator who shall be appointed by the Secretary and shall re-
port directly to the Secretary.

(b) PURPOSE.—The National Coordinator shall perform the du-
ties under subsection (¢) in a manner consistent with the develop-
ment of a nationwide health information technology infrastructure
tﬁat allows for the electronic use and exchange of information and
that—

(1) ensures that each patient’s health information is secure
and protected, in accordance with applicable law;

(2) improves health care quality, reduces medical errors,
reduces health disparities, and advances the delivery of pa-
tient-centered medical care;

January 31, 2023 As Amended Through P.L. 117-286, Enacted December 27, 2022
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(3) reduces health care costs resulting from inefficiency,
medical errors, inappropriate care, duplicative care, and incom-
plete information;

(4) provides appropriate information to help guide medical
decisions at the time and place of care;

(5) ensures the inclusion of meaningful public input in
such development of such infrastructure;

(6) improves the coordination of care and information
among hospitals, laboratories, physician offices, and other enti-
ties through an effective infrastructure for the secure and au-
thorized exchange of health care information;

(7) improves public health activities and facilitates the
early identification and rapid response to public health threats
and emergencies, including bioterror events and infectious dis-
ease outbreaks;

(8) facilitates health and clinical research and health care
quality;

(9) promotes early detection, prevention, and management
of chronic diseases;

(10) promotes a more effective marketplace, greater com-
petition, greater systems analysis, increased consumer choice,
and improved outcomes in health care services; and

(11) improves efforts to reduce health disparities.

(c) DUTIES OF THE NATIONAL COORDINATOR.—

(1) STANDARDS.—The National Coordinator shall—

(A) review and determine whether to endorse each
standard, implementation specification, and certification
criterion for the electronic exchange and use of health in-
formation that is recommended by the HIT Standards
Committee under section 3002 for purposes of adoption
under section 3004;

(B) make such determinations under subparagraph
(A), and report to the Secretary such determinations, not
later than 45 days after the date the recommendation is
received by the Coordinator; and

(C) review Federal health information technology in-
vestments to ensure that Federal health information tech-
nology programs are meeting the objectives of the strategic
plan published under paragraph (3).

(2) HIT POLICY COORDINATION.—

(A) IN GENERAL.—The National Coordinator shall co-
ordinate health information technology policy and pro-
grams of the Department with those of other relevant ex-
ecutive branch agencies with a goal of avoiding duplication
of efforts and of helping to ensure that each agency under-
takes health information technology activities primarily
within the areas of its greatest expertise and technical ca-
pablility and in a manner towards a coordinated national
goal.

(B) HiT ADVISORY COMMITTEE.—The National Coordi-
nator shall be a leading member in the establishment and
operations of the HIT Advisory Committee and shall serve
as a liaison between that Committee and the Federal Gov-
ernment.

January 31, 2023 As Amended Through P.L. 117-286, Enacted December 27, 2022
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(3) STRATEGIC PLAN.—

(A) IN GENERAL.—The National Coordinator shall, in
consultation with other appropriate Federal agencies (in-
cluding the National Institute of Standards and Tech-
nology), update the Federal Health IT Strategic Plan (de-
veloped as of June 3, 2008) to include specific objectives,
milestones, and metrics with respect to the following:

(i) The electronic exchange and use of health in-
formation and the enterprise integration of such infor-
mation.

(i) The utilization of an electronic health record
for each person in the United States by 2014.

(iii) The incorporation of privacy and security pro-
tections for the electronic exchange of an individual’s
individually identifiable health information.

(iv) Ensuring security methods to ensure appro-
priate authorization and electronic authentication of
health information and specifying technologies or
methodologies for rendering health information unus-
able, unreadable, or indecipherable.

(v) Specifying a framework for coordination and
flow of recommendations and policies under this sub-
title among the Secretary, the National Coordinator,
the HIT Advisory Committee, the HIT Advisory Com-
mittee, and other health information exchanges and
other relevant entities.

(vi) Methods to foster the public understanding of
health information technology.

(vii) Strategies to enhance the use of health infor-
mation technology in improving the quality of health
care, reducing medical errors, reducing health dispari-
ties, improving public health, increasing prevention
and coordination with community resources, and im-
proving the continuity of care among health care set-
tings.

(viii) Specific plans for ensuring that populations
with unique needs, such as children, are appropriately
addressed in the technology design, as appropriate,
which may include technology that automates enroll-
ment and retention for eligible individuals.

(B) COLLABORATION.—The strategic plan shall be up-
dated through collaboration of public and private entities.

(C) MEASURABLE OUTCOME GOALS.—The strategic plan
update shall include measurable outcome goals.

(D) PUBLICATION.—The National Coordinator shall re-
publish the strategic plan, including all updates.

(4) WEBSITE.—The National Coordinator shall maintain
and frequently update an Internet website on which there is
posted information on the work, schedules, reports, rec-
ommendations, and other information to ensure transparency
in promotion of a nationwide health information technology in-
frastructure.

(5) CERTIFICATION.—

January 31, 2023 As Amended Through P.L. 117-286, Enacted December 27, 2022
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(A) IN GENERAL.—The National Coordinator, in con-
sultation with the Director of the National Institute of
Standards and Technology, shall keep or recognize a pro-
gram or programs for the voluntary certification of health
information technology as being in compliance with appli-
cable certification criteria adopted under this subtitle.
Such program shall include, as appropriate, testing of the
technology in accordance with section 13201(b) of the
Health Information Technology for Economic and Clinical
Health Act.

(B) CERTIFICATION CRITERIA DESCRIBED.—In this title,
the term “certification criteria” means, with respect to
standards and implementation specifications for health in-
formation technology, criteria to establish that the tech-
nology meets such standards and implementation speci-
fications.

(C) HEALTH INFORMATION TECHNOLOGY FOR MEDICAL
SPECIALTIES AND SITES OF SERVICE.—

(1) IN GENERAL.—The National Coordinator shall
encourage, keep, or recognize, through existing au-
thorities, the voluntary certification of health informa-
tion technology under the program developed under
subparagraph (A) for use in medical specialties and
sites of service for which no such technology is avail-
able or where more technological advancement or inte-
gration is needed.

(i1) SPECIFIC MEDICAL SPECIALTIES.—The Secretary
shall accept public comment on specific medical spe-
cialties and sites of service, in addition to those de-
scribed in clause (i), for the purpose of selecting addi-
tional specialties and sites of service as necessary.

(iii) HEALTH INFORMATION TECHNOLOGY FOR PEDI-
ATRICS.—Not later than 18 months after the date of
enactment of the 21st Century Cures Act, the Sec-
retary, in consultation with relevant stakeholders,
shall make recommendations for the voluntary certifi-
cation of health information technology for use by pe-
diatric health providers to support the health care of
children. Not later than 2 years after the date of en-
actment of the 21st Century Cures Act, the Secretary
shall adopt certification criteria under section 3004 to
support the voluntary certification of health informa-
tion technology for use by pediatric health providers to
support the health care of children.

(D) CONDITIONS OF CERTIFICATION.—Not later than 1
year after the date of enactment of the 21st Century Cures
Act, the Secretary, through notice and comment rule-
making, shall require, as a condition of certification and
maintenance of certification for programs maintained or
recognized under this paragraph, consistent with other
conditions and requirements under this title, that the
health information technology developer or entity—

(i) does not take any action that constitutes infor-
mation blocking as defined in section 3022(a);

January 31, 2023 As Amended Through P.L. 117-286, Enacted December 27, 2022
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(il) provides assurances satisfactory to the Sec-
retary that such developer or entity, unless for legiti-
mate purposes specified by the Secretary, will not take
any action described in clause (i) or any other action
that may inhibit the appropriate exchange, access, and
use of electronic health information,;

(iii) does not prohibit or restrict communication
regarding—

(I) the wusability of the health information
technology;

(IT) the interoperability of the health informa-
tion technology;

(ITT) the security of the health information
technology;

(IV) relevant information regarding users’ ex-
periences when using the health information tech-
nology;

(V) the business practices of developers of
health information technology related to exchang-
ing electronic health information; and

(VI) the manner in which a user of the health
information technology has used such technology;
(iv) has published application programming inter-

faces and allows health information from such tech-
nology to be accessed, exchanged, and used without
special effort through the use of application program-
ming interfaces or successor technology or standards,
as provided for under applicable law, including pro-
viding access to all data elements of a patient’s elec-
tronic health record to the extent permissible under
applicable privacy laws;

(v) has successfully tested the real world use of
the technology for interoperability (as defined in sec-
tion 3000) in the type of setting in which such tech-
nology would be marketed;

(vi) provides to the Secretary an attestation that
the developer or entity—

(I) has not engaged in any of the conduct de-
scribed in clause (i);

(II) has provided assurances satisfactory to
the Secretary in accordance with clause (ii);

(IIT) does not prohibit or restrict communica-
tion as described in clause (iii);

(IV) has published information in accordance
with clause (iv);

(V) ensures that its technology allows for
health information to be exchanged, accessed, and
used, in the manner described in clause (iv); and

(VI) has undertaken real world testing as de-
scribed in clause (v); and
(vii) submits reporting criteria in accordance with

section 3009A(b).
(E) COMPLIANCE WITH CONDITIONS OF CERTIFI-

CATION.—The Secretary may encourage compliance with
As Amended Through P.L. 117-286, Enacted December 27, 2022
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the conditions of certification described in subparagraph
(D) and take action to discourage noncompliance, as appro-
priate.

(6) REPORTS AND PUBLICATIONS.—

(A) REPORT ON ADDITIONAL FUNDING OR AUTHORITY
NEEDED.—Not later than 12 months after the date of the
enactment of this title, the National Coordinator shall sub-
mit to the appropriate committees of jurisdiction of the
House of Representatives and the Senate a report on any
additional funding or authority the Coordinator or the HIT
Advisory Committee requires to evaluate and develop
standards, implementation specifications, and certification
criteria, or to achieve full participation of stakeholders in
the adoption of a nationwide health information technology
infrastructure that allows for the electronic use and ex-
change of health information.

(B) IMPLEMENTATION REPORT.—The National Coordi-
nator shall prepare a report that identifies lessons learned
from major public and private health care systems in their
implementation of health information technology, includ-
ing information on whether the technologies and practices
developed by such systems may be applicable to and usa-
ble in whole or in part by other health care providers.

(C) ASSESSMENT OF IMPACT OF HIT ON COMMUNITIES
WITH HEALTH DISPARITIES AND UNINSURED, UNDERINSURED,
AND MEDICALLY UNDERSERVED AREAS.—The National Coor-
dinator shall assess and publish the impact of health infor-
mation technology in communities with health disparities
and in areas with a high proportion of individuals who are
uninsured, underinsured, and medically underserved indi-
viduals (including urban and rural areas) and identify
practices to increase the adoption of such technology by
health care providers in such communities, and the use of
health information technology to reduce and better man-
age chronic diseases.

(D) EVALUATION OF BENEFITS AND COSTS OF THE ELEC-
TRONIC USE AND EXCHANGE OF HEALTH INFORMATION.—The
National Coordinator shall evaluate and publish evidence
on the benefits and costs of the electronic use and ex-
change of health information and assess to whom these
benefits and costs accrue.

(E) RESOURCE REQUIREMENTS.—The National Coordi-
nator shall estimate and publish resources required annu-
ally to reach the goal of utilization of an electronic health
record for each person in the United States by 2014, in-
cluding—

(1) the required level of Federal funding;
(i1) expectations for regional, State, and private in-

vestment;
(ii1) the expected contributions by volunteers to ac-

tivities for the utilization of such records; and
(iv) the resources needed to establish a health in-

formation technology workforce sufficient to support

January 31, 2023 As Amended Through P.L. 117-286, Enacted December 27, 2022
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this effort (including education programs in medical
informatics and health information management).

(7) AsSISTANCE.—The National Coordinator may provide fi-
nancial assistance to consumer advocacy groups and not-for-
profit entities that work in the public interest for purposes of
defraying the cost to such groups and entities to participate
under, whether in whole or in part, the National Technology
Transfer Act of 1995 (15 U.S.C. 272 note).

(8) GOVERNANCE FOR NATIONWIDE HEALTH INFORMATION
NETWORK.—The National Coordinator shall establish a govern-
anci mechanism for the nationwide health information net-
work.

(9) SUPPORT FOR INTEROPERABLE NETWORKS EXCHANGE.—

(A) IN GENERAL.—The National Coordinator shall, in
collaboration with the National Institute of Standards and

Technology and other relevant agencies within the Depart-

ment of Health and Human Services, for the purpose of en-

suring full network-to-network exchange of health infor-
mation, convene public-private and public-public partner-
ships to build consensus and develop or support a trusted
exchange framework, including a common agreement
among health information networks nationally. Such con-
vention may occur at a frequency determined appropriate
by the Secretary.

(B) ESTABLISHING A TRUSTED EXCHANGE FRAME-

WORK.—

(i) IN GENERAL.—Not later than 6 months after
the date of enactment of the 21st Century Cures Act,
the National Coordinator shall convene appropriate
public and private stakeholders to develop or support
a trusted exchange framework for trust policies and
practices and for a common agreement for exchange
between health information networks. The common
agreement may include—

(I) a common method for authenticating trust-
ed health information network participants;

(I) a common set of rules for trusted ex-
change;

(IIT) organizational and operational policies to
enable the exchange of health information among
networks, including minimum conditions for such
exchange to occur; and

(IV) a process for filing and adjudicating non-
compliance with the terms of the common agree-
ment.

(ii) TECHNICAL ASSISTANCE.—The National Coordi-
nator, in collaboration with the National Institute of
Standards and Technology, shall provide technical as-
sistance on how to implement the trusted exchange
framework and common agreement under this para-
graph.

(iii) PiLoT TESTING.—The National Coordinator, in
consultation with the National Institute of Standards
and Technology, shall provide for the pilot testing of

As Amended Through P.L. 117-286, Enacted December 27, 2022
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the trusted exchange framework and common agree-

ment established or supported under this subsection

(as authorized under section 13201 of the Health In-

formation Technology for Economic and Clinical

Health Act). The National Coordinator, in consultation

with the National Institute of Standards and Tech-

nology, may delegate pilot testing activities under this
clause to independent entities with appropriate exper-
tise.

(C) PUBLICATION OF A TRUSTED EXCHANGE FRAMEWORK
AND COMMON AGREEMENT.—Not later than 1 year after
convening stakeholders under subparagraph (A), the Na-
tional Coordinator shall publish on its public Internet
website, and in the Federal register, the trusted exchange
framework and common agreement developed or supported
under subparagraph (B). Such trusted exchange frame-
work and common agreement shall be published in a man-
ner that protects proprietary and security information, in-
cluding trade secrets and any other protected intellectual
property.

(D) DIRECTORY OF PARTICIPATING HEALTH INFORMA-
TION NETWORKS.—

(i) IN GENERAL.—Not later than 2 years after con-
vening stakeholders under subparagraph (A), and an-
nually thereafter, the National Coordinator shall pub-
lish on its public Internet website a list of the health
information networks that have adopted the common
agreement and are capable of trusted exchange pursu-
ant to the common agreement developed or supported
under paragraph (B).

(i1) PROCESS.—The Secretary shall, through notice
and comment rulemaking, establish a process for
health information networks that voluntarily elect to
adopt the trusted exchange framework and common
agreement to attest to such adoption of the framework
and agreement.

(E) APPLICATION OF THE TRUSTED EXCHANGE FRAME-
WORK AND COMMON AGREEMENT.—As appropriate, Federal
agencies contracting or entering into agreements with
health information exchange networks may require that as
each such network upgrades health information technology
or trust and operational practices, such network may
adopt, where available, the trusted exchange framework
and common agreement published under subparagraph
©).

(F) RULE OF CONSTRUCTION.—

(i) GENERAL ADOPTION.—Nothing in this para-
graph shall be construed to require a health informa-
tion network to adopt the trusted exchange framework
or common agreement.

(il) ADOPTION WHEN EXCHANGE OF INFORMATION IS
WITHIN NETWORK.—Nothing in this paragraph shall be
construed to require a health information network to
adopt the trusted exchange framework or common

January 31, 2023 As Amended Through P.L. 117-286, Enacted December 27, 2022
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agreement for the exchange of electronic health infor-
mation between participants of the same network.

(iii) EXISTING FRAMEWORKS AND AGREEMENTS.—
The trusted exchange framework and common agree-
ment published under subparagraph (C) shall take
into account existing trusted exchange frameworks
and agreements used by health information networks
to avoid the disruption of existing exchanges between
participants of health information networks.

(iv) APPLICATION BY FEDERAL AGENCIES.—Notwith-
standing clauses (i), (i1), and (iii), Federal agencies
may require the adoption of the trusted exchange
framework and common agreement published under
subparagraph (C) for health information exchanges
contracting with or entering into agreements pursuant
to subparagraph (E).

(v) CONSIDERATION OF ONGOING WORK.—In car-
rying out this paragraph, the Secretary shall ensure
the consideration of activities carried out by public
and private organizations related to exchange between
health information exchanges to avoid duplication of
efforts.

(d) DETAIL OF FEDERAL EMPLOYEES.—

(1) IN GENERAL.—Upon the request of the National Coordi-
nator, the head of any Federal agency is authorized to detail,
with or without reimbursement from the Office, any of the per-
sonnel of such agency to the Office to assist it in carrying out
its duties under this section.

(2) EFFECT OF DETAIL.—Any detail of personnel under
paragraph (1) shall—

(A) not interrupt or otherwise affect the civil service
status or privileges of the Federal employee; and

(B) be in addition to any other staff of the Department
employed by the National Coordinator.

(3) ACCEPTANCE OF DETAILEES.—Notwithstanding any
other provision of law, the Office may accept detailed personnel
from other Federal agencies without regard to whether the
agency described under paragraph (1) is reimbursed.

(e) CHIEF PRIVACY OFFICER OF THE OFFICE OF THE NATIONAL
COORDINATOR.—Not later than 12 months after the date of the en-
actment of this title, the Secretary shall appoint a Chief Privacy
Officer of the Office of the National Coordinator, whose duty it
shall be to advise the National Coordinator on privacy, security,
and data stewardship of electronic health information and to co-
ordinate with other Federal agencies (and similar privacy officers
in such agencies), with State and regional efforts, and with foreign
countries with regard to the privacy, security, and data steward-
ship of electronic individually identifiable health information.

SEC. 3002. [300jj-12] HEALTH INFORMATION TECHNOLOGY ADVISORY
COMMITTEE.

(a) ESTABLISHMENT.—There is established a Health Informa-
tion Technology Advisory Committee (referred to in this section as
the “HIT Advisory Committee”) to recommend to the National Co-
ordinator, consistent with the implementation of the strategic plan

January 31, 2023 As Amended Through P.L. 117-286, Enacted December 27, 2022
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described in section 3001(c)(3), policies, and, for purposes of adop-
tion under section 3004, standards, implementation specifications,
and certification criteria, relating to the implementation of a health
information technology infrastructure, nationally and locally, that
advances the electronic access, exchange, and use of health infor-
mation. Such Committee shall serve to unify the roles of, and re-
place, the HIT Policy Committee and the HIT Standards Com-
mittee, as in existence before the date of the enactment of the 21st
Century Cures Act.
(b) DUTIES.—
(1) RECOMMENDATIONS ON POLICY FRAMEWORK TO ADVANCE
AN INTEROPERABLE HEALTH INFORMATION TECHNOLOGY INFRA-
STRUCTURE.—

(A) IN GENERAL.—The HIT Advisory Committee shall
recommend to the National Coordinator a policy frame-
work for adoption by the Secretary consistent with the
strategic plan under section 3001(c)(3) for advancing the
target areas described in this subsection. Such policy
framework shall seek to prioritize achieving advancements
in the target areas specified in subparagraph (B) of para-
graph (2) and may, to the extent consistent with this sec-
tion, incorporate policy recommendations made by the HIT
Policy Committee, as in existence before the date of the en-
actment of the 21st Century Cures Act.

(B) UpDATES.—The HIT Advisory Committee shall pro-
pose updates to such recommendations to the policy frame-
work and make new recommendations, as appropriate.

(2) GENERAL DUTIES AND TARGET AREAS.—

(A) IN GENERAL.—The HIT Advisory Committee shall
recommend to the National Coordinator for purposes of
adoption under section 3004, standards, implementation
specifications, and certification criteria and an order of pri-
ority for the development, harmonization, and recognition
of such standards, specifications, and certification criteria.
Such recommendations shall include recommended stand-
ards, architectures, and software schemes for access to
electronic individually identifiable health information
across disparate systems including user vetting, authen-
tication, privilege management, and access control.

(B) PRIORITY TARGET AREAS.—For purposes of this sec-
tion, the HIT Advisory Committee shall make rec-
ommendations under subparagraph (A) with respect to at
least each of the following target areas:

(i) Achieving a health information technology in-
frastructure, nationally and locally, that allows for the
electronic access, exchange, and use of health informa-
tion, including through technology that provides accu-
rate patient information for the correct patient, includ-
ing exchanging such information, and avoids the du-
plication of patient records.

(i1) The promotion and protection of privacy and
security of health information in health information
technology, including technologies that allow for an ac-
counting of disclosures and protections against disclo-
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sures of individually identifiable health information
made by a covered entity for purposes of treatment,
payment, and health care operations (as such terms
are defined for purposes of the regulation promulgated
under section 264(c) of the Health Insurance Port-
ability and Accountability Act of 1996), including for
the segmentation and protection from disclosure of
specific and sensitive individually identifiable health
information with the goal of minimizing the reluctance
of patients to seek care.

(iii) The facilitation of secure access by an indi-
vidual to such individual’s protected health informa-
tion and access to such information by a family mem-
ber, caregiver, or guardian acting on behalf of a pa-
tient, including due to age-related and other disability,
cognitive impairment, or dementia.

(iv) Subject to subparagraph (D), any other target
area that the HIT Advisory Committee identifies as an
appropriate target area to be considered under this
subparagraph.

(C) ADDITIONAL TARGET AREAS.—For purposes of this
section, the HIT Advisory Committee may make rec-
ommendations under subparagraph (A), in addition to
areas described in subparagraph (B), with respect to any
of the following areas:

(i) The use of health information technology to im-
prove the quality of health care, such as by promoting
the coordination of health care and improving con-
tinuity of health care among health care providers, re-
ducing medical errors, improving population health,
reducing chronic disease, and advancing research and
education.

(i1) The use of technologies that address the needs
of children and other vulnerable populations.

(iii) The use of electronic systems to ensure the
comprehensive collection of patient demographic data,
including at a minimum, race, ethnicity, primary lan-
guage, and gender information.

(iv) The use of self-service, telemedicine, home
health care, and remote monitoring technologies.

(v) The use of technologies that meet the needs of
diverse populations.

(vi) The use of technologies that support—

(I) data for use in quality and public reporting
programs;

(IT) public health; or

(IIT) drug safety.

(vii) The use of technologies that allow individ-
ually identifiable health information to be rendered
unusable, unreadable, or indecipherable to unauthor-
ized individuals when such information is transmitted
in a health information network or transported outside
of the secure facilities or systems where the disclosing
covered entity is responsible for security conditions.
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(viii)) The use of a certified health information
technology for each individual in the United States.

(D) AUTHORITY FOR TEMPORARY ADDITIONAL PRIORITY
TARGET AREAS.—For purposes of subparagraph (B)(iv), the
HIT Advisory Committee may identify an area to be con-
sidered for purposes of recommendations under this sub-
section as a target area described in subparagraph (B) if—

(i) the area is so identified for purposes of re-
sponding to new circumstances that have arisen in the
health information technology community that affect
the interoperability, privacy, or security of health in-
formation, or affect patient safety; and

(i) at least 30 days prior to treating such area as

if it were a target area described in subparagraph (B),

the National Coordinator provides adequate notice to

Congress of the intent to treat such area as so de-

scribed.

(E) Focus OF COMMITTEE WORK.—It is the sense of
Congress that the HIT Advisory Committee shall focus its
work on the priority areas described in subparagraph (B)
before proceeding to other work under subparagraph (C).
(3) RULES RELATING TO RECOMMENDATIONS FOR STAND-

ARDS, IMPLEMENTATION SPECIFICATIONS, AND CERTIFICATION
CRITERIA.—

(A) IN GENERAL.—The HIT Advisory Committee shall
recommend to the National Coordinator standards, imple-
mentation specifications, and certification -criteria de-
scribed in subsection (a), which may include standards, im-
plementation specifications, and certification criteria that
have been developed, harmonized, or recognized by the
HIT Advisory Committee or predecessor committee. The
HIT Advisory Committee shall update such recommenda-
tions and make new recommendations as appropriate, in-
cluding in response to a notification sent under section
3004(a)(2)(B). Such recommendations shall be consistent
with the latest recommendations made by the Committee.

(B) HARMONIZATION.—The HIT Advisory Committee
may recognize harmonized or updated standards from an
entity or entities for the purpose of harmonizing or updat-
ing standards and implementation specifications in order
to achieve uniform and consistent implementation of the
standards and implementation specification.

(C) PILOT TESTING OF STANDARDS AND IMPLEMENTA-
TION SPECIFICATIONS.—In the development, harmonization,
or recognition of standards and implementation specifica-
tions, the HIT Advisory Committee for purposes of rec-
ommendations under paragraph (2)(B), shall, as appro-
priate, provide for the testing of such standards and speci-
fications by the National Institute for Standards and Tech-
nology under section 13201(a) of the Health Information
Technology for Economic and Clinical Health Act.

(D) CoNsISTENCY.—The standards, implementation
specifications, and certification criteria recommended
under paragraph (2)(B) shall be consistent with the stand-
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ards for information transactions and data elements adopt-

ed pursuant to section 1173 of the Social Security Act.

(E) SPECIAL RULE RELATED TO INTEROPERABILITY.—
Any recommendation made by the HIT Advisory Com-
mittee after the date of the enactment of this subpara-
graph with respect to interoperability of health informa-
tion technology shall be consistent with interoperability as
described in section 3000.

(4) ForuM.—The HIT Advisory Committee shall serve as
a forum for the participation of a broad range of stakeholders
with specific expertise in policies, including technical expertise,
relating to the matters described in paragraphs (1), (2), and (3)
to provide input on the development, harmonization, and rec-
ognition of standards, implementation specifications, and cer-
tification criteria necessary for the development and adoption
of health information technology infrastructure nationally and
locally that allows for the electronic access, exchange, and use
of health information.

(5) SCHEDULE.—Not later than 30 days after the date on
which the HIT Advisory Committee first meets, such HIT Advi-
sory Committee shall develop a schedule for the assessment of
policy recommendations developed under paragraph (1). The
HIT Advisory Committee shall update such schedule annually.
The Secretary shall publish such schedule in the Federal Reg-
ister.

(6) PuBLic INPUT.—The HIT Advisory Committee shall
conduct open public meetings and develop a process to allow
for public comment on the schedule described in paragraph (5)
and recommendations described in this subsection. Under such
process comments shall be submitted in a timely manner after
the date of publication of a recommendation under this sub-
section.

(c) MEASURED PROGRESS IN ADVANCING PRIORITY AREAS.—

(1) IN GENERAL.—For purposes of this section, the National
Coordinator, in collaboration with the Secretary, shall estab-
lish, and update as appropriate, objectives and benchmarks for
advancing and measuring the advancement of the priority tar-
get areas described in subsection (b)(2)(B).

(2) ANNUAL PROGRESS REPORTS ON ADVANCING INTEROPER-
ABILITY.—

(A) IN GENERAL.—The HIT Advisory Committee, in
consultation with the National Coordinator, shall annually
submit to the Secretary and Congress a report on the
progress made during the preceding fiscal year in—

(1) achieving a health information technology in-
frastructure, nationally and locally, that allows for the
electronic access, exchange, and use of health informa-
tion; and

(ii) meeting the objectives and benchmarks de-
scribed in paragraph (1).

(B) ConTENT.—Each such report shall include, for a
fiscal year—

(1) a description of the work conducted by the HIT
Advisory Committee during the preceding fiscal year
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with respect to the areas described in subsection
(b)(2)(B);

(i1) an assessment of the status of the infrastruc-
ture described in subparagraph (A), including the ex-
tent to which electronic health information is appro-
priately and readily available to enhance the access,
exchange, and the use of electronic health information
between users and across technology offered by dif-
ferent developers;

(iii) the extent to which advancements have been
achieved with respect to areas described in subsection
(b)(2)(B);

(iv) an analysis identifying existing gaps in poli-
cies and resources for—

(I) achieving the objectives and benchmarks
established under paragraph (1); and

(II) furthering interoperability throughout the
health information technology infrastructure;

(v) recommendations for addressing the gaps iden-
tified in clause (iii); and

(vi) a description of additional initiatives as the
HIT Advisory Committee and National Coordinator
determine appropriate.

(3) SIGNIFICANT ADVANCEMENT DETERMINATION.—The Sec-
retary shall periodically, based on the reports submitted under
this subsection, review the target areas described in subsection
(b)(2)(B), and, based on the objectives and benchmarks estab-
lished under paragraph (1), the Secretary shall determine if
significant advancement has been achieved with respect to
such an area. Such determination shall be taken into consider-
ation by the HIT Advisory Committee when determining to
what extent the Committee makes recommendations for an
area other than an area described in subsection (b)(2)(B).

(d) MEMBERSHIP AND OPERATIONS.—

(1) IN GENERAL.—The National Coordinator shall take a
leading position in the establishment and operations of the
HIT Advisory Committee.

(2) MEMBERSHIP.—The membership of the HIT Advisory
Committee shall—

(A) include at least 25 members, of which—

(i) no fewer than 2 members are advocates for pa-
tients or consumers of health information technology;

(i1) 3 members are appointed by the Secretary, 1
of whom shall be appointed to represent the Depart-
ment of Health and Human Services and 1 of whom
shall be a public health official;

(iii)) 2 members are appointed by the majority
leader of the Senate;

(iv) 2 members are appointed by the minority
leader of the Senate;

(v) 2 members are appointed by the Speaker of the
House of Representatives;

(vi) 2 members are appointed by the minority
leader of the House of Representatives; and
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(vii) such other members are appointed by the

Comptroller General of the United States; and

(B) at least reflect providers, ancillary health care
workers, consumers, purchasers, health plans, health in-
formation technology developers, researchers, patients, rel-
evant Federal agencies, and individuals with technical ex-
pertise on health care quality, system functions, privacy,
security, and on the electronic exchange and use of health
information, including the use standards for such activity.
(3) PARTICIPATION.—The members of the HIT Advisory

Committee shall represent a balance among various sectors of
the health care system so that no single sector unduly influ-
ences the recommendations of the Committee.

(4) TERMS.—

(A) IN GENERAL.—The terms of the members of the
HIT Advisory Committee shall be for 3 years, except that
the Secretary shall designate staggered terms of the mem-
bers first appointed.

(B) VACANCIES.—Any member appointed to fill a va-
cancy in the membership of the HIT Advisory Committee
that occurs prior to the expiration of the term for which
the member’s predecessor was appointed shall be ap-
pointed only for the remainder of that term. A member
may serve after the expiration of that member’s term until
a successor has been appointed. A vacancy in the HIT Ad-
visory Committee shall be filled in the manner in which
the original appointment was made.

(C) Limitrs.—Members of the HIT Advisory Committee
shall be limited to two 3-year terms, for a total of not to
exceed 6 years of service on the Committee.

(5) OuTsiDE INVOLVEMENT.—The HIT Advisory Committee
shall ensure an opportunity for the participation in activities
of the Committee of outside advisors, including individuals
with expertise in the development of policies and standards for
the electronic exchange and use of health information, includ-
ing in the areas of health information privacy and security.

(6) QUORUM.—A majority of the members of the HIT Advi-
sory Committee shall constitute a quorum for purposes of vot-
ing, but a lesser number of members may meet and hold hear-
ings.

(7) CONSIDERATION.—The National Coordinator shall en-
sure that the relevant and available recommendations and
comments from the National Committee on Vital and Health
Statistics are considered in the development of policies.

(8) AsSISTANCE.—For the purposes of carrying out this sec-
tion, the Secretary may provide or ensure that financial assist-
ance is provided by the HIT Advisory Committee to defray in
whole or in part any membership fees or dues charged by such
Committee to those consumer advocacy groups and not-for-
profit entities that work in the public interest as a party of
their mission.

(e) APPLICATION OF CHAPTER 10 OF TITLE 5, UNITED STATES
CoDE.—Chapter 10 of title 5, United States Code, other than sec-
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tion 1013 of title 5, United States Code, shall apply to the HIT Ad-
visory Committee.

(f) PUBLICATION.—The Secretary shall provide for publication
in the Federal Register and the posting on the Internet website of
the Office of the National Coordinator for Health Information Tech-
nology of all policy recommendations made by the HIT Advisory
Committee under this section.

SEC. 3003. [’1?31()8,{'%—13] SETTING PRIORITIES FOR STANDARDS ADOP-

(a) IDENTIFYING PRIORITIES.—

(1) IN GENERAL.—Not later than 6 months after the date
on which the HIT Advisory Committee first meets, the Na-
tional Coordinator shall periodically convene the HIT Advisory
Committee to—

(A) identify priority uses of health information tech-
nology, focusing on priorities—

(i) arising from the implementation of the incen-
tive programs for the meaningful use of certified EHR
technology, the Merit-based Incentive Payment Sys-
tem, Alternative Payment Models, the Hospital Value-
Based Purchasing Program, and any other value-based
payment program determined appropriate by the Sec-
retary;

(11) related to the quality of patient care;

(iii) related to public health;

(iv) related to clinical research;

(v) related to the privacy and security of electronic
health information;

(vi) related to innovation in the field of health in-
formation technology;

(vii) related to patient safety;

(viii) related to the usability of health information
technology;

(ix) related to individuals’ access to electronic
health information; and

(x) other priorities determined appropriate by the
Secretary;

(B) identify existing standards and implementation
specifications that support the use and exchange of elec-
tronic health information needed to meet the priorities
identified in subparagraph (A); and

(C) publish a report summarizing the findings of the
analysis conducted under subparagraphs (A) and (B) and
make appropriate recommendations.

(2) PRIORITIZATION.—In identifying such standards and im-
plementation specifications under paragraph (1)(B), the HIT
Advisory Committee shall prioritize standards and implemen-
tation specifications developed by consensus-based standards
development organizations.

(3) GUIDELINES FOR REVIEW OF EXISTING STANDARDS AND
SPECIFICATIONS.—In consultation with the consensus-based en-
tity described in section 1890 of the Social Security Act and
other appropriate Federal agencies, the analysis of existing
standards under paragraph (1)(B) shall include an evaluation
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of the need for a core set of common data elements and associ-

ated value sets to enhance the ability of certified health infor-

mation technology to capture, use, and exchange structured
electronic health information.

(b) REVIEW OF ADOPTED STANDARDS.—

(1) IN GENERAL.—Beginning 5 years after the date of en-
actment of the 21st Century Cures Act and every 3 years
thereafter, the National Coordinator shall convene stake-
holders to review the existing set of adopted standards and im-
plementation specifications and make recommendations with
respect to whether to—

(A) maintain the use of such standards and implemen-
tation specifications; or

(B) phase out such standards and implementation
specifications.

(2) PrIORITIES.—The HIT Advisory Committee, in collabo-
ration with the National Institute for Standards and Tech-
nology, shall annually and through the use of public input, re-
view and publish priorities for the use of health information
technology, standards, and implementation specifications to
support those priorities.

(¢) RULE OoF CONSTRUCTION.—Nothing in this section shall be
construed to prevent the use or adoption of novel standards that
improve upon the existing health information technology infra-
structure and facilitate the secure exchange of health information.
SEC. 3004. [300jj-14]1 PROCESS FOR ADOPTION OF ENDORSED REC-

OMMENDATIONS; ADOPTION OF INITIAL SET OF STAND-
ARDS, IMPLEMENTATION SPECIFICATIONS, AND CERTIFI-
CATION CRITERIA.

(a) PROCESS FOR ADOPTION OF ENDORSED RECOMMENDA-
TIONS.—

(1) REVIEW OF ENDORSED STANDARDS, IMPLEMENTATION
SPECIFICATIONS, AND CERTIFICATION CRITERIA.—Not later than
90 days after the date of receipt of standards, implementation
specifications, or certification criteria endorsed under section
3001(c), the Secretary, in consultation with representatives of
other relevant Federal agencies, shall jointly review such
standards, implementation specifications, or certification cri-
teria and shall determine whether or not to propose adoption
of such standards, implementation specifications, or certifi-
cation criteria.

(2) DETERMINATION TO ADOPT STANDARDS, IMPLEMENTA-
TION SPECIFICATIONS, AND CERTIFICATION CRITERIA.—If the Sec-
retary determines—

(A) to propose adoption of any grouping of such stand-
ards, implementation specifications, or certification cri-
teria, the Secretary shall, by regulation under section 553
of title 5, United States Code, determine whether or not to
adopt such grouping of standards, implementation speci-
fications, or certification criteria; or

(B) not to propose adoption of any grouping of stand-
ards, implementation specifications, or certification cri-
teria, the Secretary shall notify the National Coordinator
and the HIT Standards Committee in writing of such de-
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termination and the reasons for not proposing the adoption

of such recommendation.

(3) PUBLICATION.—The Secretary shall provide for publica-
tion in the Federal Register of all determinations made by the
Secretary under paragraph (1).

(b) ADOPTION OF STANDARDS, IMPLEMENTATION SPECIFICA-
TIONS, AND CERTIFICATION CRITERIA.—

(1) IN GENERAL.—Not later than December 31, 2009, the
Secretary shall, through the rulemaking process consistent
with subsection (a)(2)(A), adopt an initial set of standards, im-
plementation specifications, and certification criteria for the
areas required for consideration under section 3002(b)(2)(B).
The rulemaking for the initial set of standards, implementa-
tion specifications, and certification criteria may be issued on
an interim, final basis.

(2) APPLICATION OF CURRENT STANDARDS, IMPLEMENTATION
SPECIFICATIONS, AND CERTIFICATION CRITERIA.—The standards,
implementation specifications, and certification criteria adopt-
ed before the date of the enactment of this title through the
process existing through the Office of the National Coordinator
for Health Information Technology may be applied towards
meeting the requirement of paragraph (1).

(3) SUBSEQUENT STANDARDS ACTIVITY.—The Secretary shall
adopt additional standards, implementation specifications, and
certification criteria as necessary and consistent with the
schedule published under section 3002(b)(4).

(c) DEFERENCE TO STANDARDS DEVELOPMENT ORGANIZA-
TIONS.—In adopting and implementing standards under this sec-
tion, the Secretary shall give deference to standards published by
standards development organizations and voluntary consensus-
based standards bodies.

SEC. 3005. [300jj-151 APPLICATION AND USE OF ADOPTED STANDARDS
AND IMPLEMENTATION SPECIFICATIONS BY FEDERAL
AGENCIES.

For requirements relating to the application and use by Fed-
eral agencies of the standards and implementation specifications
adopted under section 3004, see section 13111 of the Health Infor-
mation Technology for Economic and Clinical Health Act.

SEC. 3006. [300jj-16] VOLUNTARY APPLICATION AND USE OF ADOPTED
STANDARDS AND IMPLEMENTATION SPECIFICATIONS BY
PRIVATE ENTITIES.

(a) IN GENERAL.—Except as provided under section 13112 of
the HITECH Act, nothing in such Act or in the amendments made
by such Act shall be construed—

(1) to require a private entity to adopt or comply with a
standard or implementation specification adopted under sec-
tion 3004; or

(2) to provide a Federal agency authority, other than the
authority such agency may have under other provisions of law,
to require a private entity to comply with such a standard or
implementation specification.

(b) RULE OF CONSTRUCTION.—Nothing in this subtitle shall be
construed to require that a private entity that enters into a con-
tract with the Federal Government apply or use the standards and
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implementation specifications adopted under section 3004 with re-
spect to activities not related to the contract.

SEC. 3007. [300jj-171 FEDERAL HEALTH INFORMATION TECHNOLOGY.

(a) IN GENERAL.—The National Coordinator shall support the
development and routine updating of qualified electronic health
record technology (as defined in section 3000) consistent with sub-
sections (b) and (c) and make available such qualified electronic
health record technology unless the Secretary determines through
an assessment that the needs and demands of providers are being
substantially and adequately met through the marketplace.

(b) CERTIFICATION.—In making such electronic health record
technology publicly available, the National Coordinator shall en-
sure that the qualified electronic health record technology de-
scribed in subsection (a) is certified under the program developed
under section 3001(c)(3) to be in compliance with applicable stand-
ards adopted under section 3002(a)(2).

(¢) AUTHORIZATION TO CHARGE A NOMINAL FEE.—The National
Coordinator may impose a nominal fee for the adoption by a health
care provider of the health information technology system devel-
oped or approved under subsection (a) and (b). Such fee shall take
into account the financial circumstances of smaller providers, low
income providers, and providers located in rural or other medically
underserved areas.

(d) RULE OF CONSTRUCTION.—Nothing in this section shall be
construed to require that a private or government entity adopt or
use the technology provided under this section.

SEC. 3008. [300jj-181 TRANSITIONS.

(a) ONCHIT.—To the extent consistent with section 3001, all
functions, personnel, assets, liabilities, and administrative actions
applicable to the National Coordinator for Health Information
Technology appointed under Executive Order No. 13335 or the Of-
fice of such National Coordinator on the date before the date of the
enactment of this title shall be transferred to the National Coordi-
nator appointed under section 3001(a) and the Office of such Na-
tional Coordinator as of the date of the enactment of this title.

(b) NATIONAL EHEALTH COLLABORATIVE.—Nothing in sections
3002 or this subsection shall be construed as prohibiting the AHIC
Successor, Inc. doing business as the National eHealth Collabo-
rative from modifying its charter, duties, membership, and any
other structure or function required to be consistent with section
3002 and 3003 so as to allow the Secretary to recognize such AHIC
Successor, Inc. as the HIT Advisory Committee.

(c) CONSISTENCY OF RECOMMENDATIONS.—In carrying out sec-
tion 3002(b)(2), until recommendations are made by the HIT Advi-
sory Committee, recommendations of the HIT Advisory Committee
shall be consistent with the most recent recommendations made by
such AHIC Successor, Inc.

SEC. 3009. [300jj-191 MISCELLANEOUS PROVISIONS.
(a) RELATION TO HIPAA PRIVACY AND SECURITY LAW.—
(1) IN GENERAL.—With respect to the relation of this title

to HIPAA privacy and security law:
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(A) This title may not be construed as having any ef-
fect on the authorities of the Secretary under HIPAA pri-
vacy and security law.

(B) The purposes of this title include ensuring that the
health information technology standards and implementa-
tion specifications adopted under section 3004 take into ac-
count the requirements of HIPAA privacy and security
law.

(2) DEFINITION.—For purposes of this section, the term
“HIPAA privacy and security law” means—

(A) the provisions of part C of title XI of the Social Se-
curity Act, section 264 of the Health Insurance Portability
and Accountability Act of 1996, and subtitle D of title IV
of the Health Information Technology for Economic and
Clinical Health Act; and

(B) regulations under such provisions.

(b) FLEXIBILITY.—In administering the provisions of this title,
the Secretary shall have flexibility in applying the definition of
health care provider under section 3000(3), including the authority
to omit certain entities listed in such definition when applying such
definition under this title, where appropriate.

(¢) PROMOTING PATIENT ACCESS TO ELECTRONIC HEALTH IN-
FORMATION THROUGH HEALTH INFORMATION EXCHANGES.—

(1) IN GENERAL.—The Secretary shall use existing authori-
ties to encourage partnerships between health information ex-
change organizations and networks and health care providers,
health plans, and other appropriate entities with the goal of of-
fering patients access to their electronic health information in
a single, longitudinal format that is easy to understand, se-
cure, and may be updated automatically.

(2) EDUCATION OF PROVIDERS.—The Secretary, in coordina-
tion with the Office for Civil Rights of the Department of
Health and Human Services, shall—

(A) educate health care providers on ways of
leveraging the capabilities of health information exchanges
(or other relevant platforms) to provide patients with ac-
cess to their electronic health information;

(B) clarify misunderstandings by health care providers
about using health information exchanges (or other rel-
evant platforms) for patient access to electronic health in-
formation; and

(C) to the extent practicable, educate providers about
health information exchanges (or other relevant platforms)
that employ some or all of the capabilities described in
paragraph (1).

(3) REQUIREMENTS.—In carrying out paragraph (1), the
Secretary, in coordination with the Office for Civil Rights, shall
issue guidance to health information exchanges related to best
practices to ensure that the electronic health information pro-
vided to patients is—

(A) private and secure;

(B) accurate;

(C) verifiable; and
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(D) where a patient’s authorization to exchange infor-
mation is required by law, easily exchanged pursuant to
such authorization.

(4) RULE OF CONSTRUCTION.—Nothing in this subsection
shall be construed to preempt State laws applicable to patient
consent for the access of information through a health informa-
tion exchange (or other relevant platform) that provide protec-
tions to patients that are greater than the protections other-
wise provided for under applicable Federal law.

(d) EFFORTS To PROMOTE ACCESS TO HEALTH INFORMATION.—
The National Coordinator and the Office for Civil Rights of the De-
partment of Health and Human Services shall jointly promote pa-
tient access to health information in a manner that would ensure
that such information is available in a form convenient for the pa-
tient, in a reasonable manner, without burdening the health care
provider involved.

(e) ACCESSIBILITY OF PATIENT RECORDS.—

(1) ACCESSIBILITY AND UPDATING OF INFORMATION.—

(A) IN GENERAL.—The Secretary, in consultation with
the National Coordinator, shall promote policies that en-
sure that a patient’s electronic health information is acces-
sible to that patient and the patient’s designees, in a man-
ner that facilitates communication with the patient’s
health care providers and other individuals, including re-
searchers, consistent with such patient’s consent.

(B) UPDATING EDUCATION ON ACCESSING AND EX-
CHANGING PERSONAL HEALTH INFORMATION.—To promote
awareness that an individual has a right of access to in-
spect, obtain a copy of, and transmit to a third party a
copy of such individual’s protected health information pur-
suant to the Health Information Portability and Account-
ability Act, Privacy Rule (subpart E of part 164 of title 45,
Code of Federal Regulations), the Director of the Office for
Civil Rights, in consultation with the National Coordi-
nator, shall assist individuals and health care providers in
understanding a patient’s rights to access and protect per-
sonal health information under the Health Insurance Port-
ability and Accountability Act of 1996 (Public Law 104—
191), including providing best practices for requesting per-
sonal health information in a computable format, including
using patient portals or third-party applications and com-
mon cases when a provider is permitted to exchange and
provide access to health information.

(2) CERTIFYING USABILITY FOR PATIENTS.—In carrying out
certification programs under section 3001(c)(5), the National
Coordinator may require that—

(A) the certification criteria support—

(i) patient access to their electronic health infor-
mation, including in a single longitudinal format that
is easy to understand, secure, and may be updated
automatically;

(i) the patient’s ability to electronically commu-
nicate patient-reported information (such as family
history and medical history); and
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(iii) patient access to their personal electronic
health information for research at the option of the pa-
tient; and
(B) the HIT Advisory Committee develop and

prioritize standards, implementation specifications, and
certification criteria required to help support patient ac-
cess to electronic health information, patient usability, and
support for technologies that offer patients access to their
electronic health information in a single, longitudinal for-
mat that is easy to understand, secure, and may be up-
dated automatically.

SEC. 3009A. [300jj-19a] ELECTRONIC HEALTH RECORD REPORTING
PROGRAM.

(a) REPORTING CRITERIA.—

(1) CONVENING OF STAKEHOLDERS.—Not later than 1 year
after the date of enactment of the 21st Century Cures Act, the
Secretary shall convene stakeholders, as described in para-
graph (2), for the purpose of developing the reporting criteria
in accordance with paragraph (3).

(2) DEVELOPMENT OF REPORTING CRITERIA.—The reporting
criteria under this subsection shall be developed through a
public, transparent process that reflects input from relevant
stakeholders, including—

(A) health care providers, including primary care and
specialty care health care professionals;

(B) hospitals and hospital systems;

(C) health information technology developers;

(D) patients, consumers, and their advocates;

(E) data sharing networks, such as health information
exchanges;

(F) authorized certification bodies and testing labora-
tories;

(G) security experts;

(H) relevant manufacturers of medical devices;

(I) experts in health information technology market ec-
onomics;

(J) public and private entities engaged in the evalua-
tion of health information technology performance;

(K) quality organizations, including the consensus
based entity described in section 1890 of the Social Secu-
rity Act;

(L) experts in human factors engineering and the
measurement of user-centered design; and

(M) other entities or individuals, as the Secretary de-
termines appropriate.

(3) CONSIDERATIONS FOR REPORTING CRITERIA.—The report-
ing criteria developed under this subsection—

(A) shall include measures that reflect categories in-
cluding—

(i) security;
(i1) usability and user-centered design;
(iii) interoperability;
(iv) conformance to certification testing; and
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(v) other categories, as appropriate to measure the
performance of electronic health record technology;
(B) may include categories such as—

(i) enabling the user to order and view the results
of laboratory tests, imaging tests, and other diagnostic
tests;

(il) submitting, editing, and retrieving data from
registries such as clinician-led clinical data registries;

(iii) accessing and exchanging information and
data from and through health information exchanges;

(iv) accessing and exchanging information and
data from medical devices;

(v) accessing and exchanging information and data
held by Federal, State, and local agencies and other
applicable entities useful to a health care provider or
other applicable user in the furtherance of patient
care;

(vi) accessing and exchanging information from
other health care providers or applicable users;

(vii) accessing and exchanging patient generated
information,;

(viii) providing the patient or an authorized des-
ignee with a complete copy of their health information
from an electronic record in a computable format;

(ix) providing accurate patient information for the
correct patient, including exchanging such informa-
tio(ril, and avoiding the duplication of patients records;
an

(x) other categories regarding performance, acces-
sibility, as the Secretary determines appropriate; and
(C) shall be designed to ensure that small and startup

health information technology developers are not unduly

disadvantaged by the reporting criteria.

(4) MODIFICATIONS.—After the reporting criteria have been
developed under paragraph (3), the Secretary may convene
stakeholders and conduct a public comment period for the pur-
pose of modifying the reporting criteria developed under such
paragraph.

(b) PARTICIPATION.—ASs a condition of maintaining certification
under section 3001(c)(5)(D), a developer of certified electronic
health records shall submit to an appropriate recipient of a grant,
contract, or agreement under subsection (c)(1) responses to the cri-
teria developed under subsection (a), with respect to all certified
technology offered by such developer.

(c) REPORTING PROGRAM.—

(1) IN GENERAL.—Not later than 1 year after the date of
enactment of the 21st Century Cures Act, the Secretary shall
award grants, contracts, or agreements to independent entities
on a competitive basis to support the convening of stakeholders
as described in subsection (a)(2), collect the information re-
quired to be reported in accordance with the criteria estab-
lished as described subsection (a)(3), and develop and imple-
ment a process in accordance with paragraph (5) and report
such information to the Secretary.
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(2) APPLICATIONS.—An independent entity that seeks a
grant, contract, or agreement under this subsection shall sub-
mit an application to the Secretary at such time, in such man-
ner, and containing such information as the Secretary may rea-
sonably require, including a description of—

(A) the proposed method for reviewing and summa-
rizing information gathered based on reporting criteria es-
tablished under subsection (a);

(B) if applicable, the intended focus on a specific sub-
set of certified electronic health record technology users,
such as health care providers, including primary care, spe-
cialty care, and care provided in rural settings; hospitals
and hospital systems; and patients, consumers, and pa-
tients and consumer advocates;

(C) the plan for widely distributing reports described
in paragraph (6);

(D) the period for which the grant, contract, or agree-
ment is requested, which may be up to 2 years; and

(E) the budget for reporting program participation,
and whether the eligible independent entity intends to con-
tinue participation after the period of the grant, contract,
or agreement.

(3) CONSIDERATIONS FOR INDEPENDENT ENTITIES.—In
awarding grants, contracts, and agreements under paragraph
(1), the Secretary shall give priority to independent entities
with appropriate expertise in health information technology
usability, interoperability, and security (especially entities with
such expertise in electronic health records) with respect to—

(A) health care providers, including primary care, spe-
cialty care, and care provided in rural settings;

(B) hospitals and hospital systems; and

(C) patients, consumers, and patient and consumer ad-
vocates.

(4) LIMITATIONS.—

(A) ASSESSMENT AND REDETERMINATION.—Not later
than 4 years after the date of enactment of the 21st Cen-
tury Cures Act and every 2 years thereafter, the Secretary,
in consultation with stakeholders, shall—

(i) assess performance of the recipients of the

grants, contracts, and agreements under paragraph (1)

based on quality and usability of reports described in

paragraph (6); and
(11) re-determine grants, contracts, and agree-
ments as necessary.

(B) PROHIBITIONS ON PARTICIPATION.—The Secretary
may not award a grant, contract, or cooperative agreement
under paragraph (1) to—

(1) a proprietor of certified health information
technology or a business affiliate of such a proprietor;

(ii) a developer of certified health information
technology; or

(iii) a State or local government agency.

(5) FEEDBACK.—Based on reporting criteria established
under subsection (a), the recipients of grants, contracts, and
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agreements under paragraph (1) shall develop and implement

a process to collect and verify confidential feedback on such cri-

teria from—

(A) health care providers, patients, and other users of
certified electronic health record technology; and

(B) developers of certified electronic health record
technology.

(6) REPORTS.—

(A) DEVELOPMENT OF REPORTS.—Each recipient of a
grant, contract, or agreement under paragraph (1) shall re-
port on the information reported to such recipient pursu-
ant to subsection (a) and the user feedback collected under
paragraph (5) by preparing summary reports and detailed
reports of such information.

(B) DISTRIBUTION OF REPORTS.—Each recipient of a
grant, contract, or agreement under paragraph (1) shall
submit the reports prepared under subparagraph (A) to
the Secretary for public distribution in accordance with
subsection (d).

(d) PUBLICATION.—The Secretary shall distribute widely, as ap-
propriate, and publish, on the Internet website of the Office of the
National Coordinator—

(1) the reporting criteria developed under subsection (a);
and
(2) the summary and detailed reports under subsection

(c)(6).

(e) REVIEW.—Each recipient of a grant, contract, or agreement
under paragraph (1) shall develop and implement a process
through which participating electronic health record technology de-
velopers may review and recommend changes to the reports created
under subsection (c)(6) for products developed by such developer
prior to the publication of such report under subsection (d).

(f) ADDITIONAL RESOURCES.—The Secretary may provide addi-
tional resources on the Internet website of the Office of the Na-
tional Coordinator to better inform consumers of health informa-
tion technology. Such reports may be carried out through partner-
ships with private organizations with appropriate expertise.

Subtitle B—Incentives for the Use of
Health Information Technology

SEC. 3011. [300jj-311 IMMEDIATE FUNDING TO STRENGTHEN THE
HEALTH INFORMATION TECHNOLOGY INFRASTRUCTURE.

(a) IN GENERAL.—The Secretary shall, using amounts appro-
priated under section 3018, invest in the infrastructure necessary
to allow for and promote the electronic exchange and use of health
information for each individual in the United States consistent
with the goals outlined in the strategic plan developed by the Na-
tional Coordinator (and as available) under section 3001. The Sec-
retary shall invest funds through the different agencies with exper-
tise in such goals, such as the Office of the National Coordinator
for Health Information Technology, the Health Resources and Serv-
ices Administration, the Agency for Healthcare Research and Qual-
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ity, the Centers of Medicare & Medicaid Services, the Centers for
Disease Control and Prevention, and the Indian Health Service to
support the following:

(1) Health information technology architecture that will
support the nationwide electronic exchange and use of health
information in a secure, private, and accurate manner, includ-
ing connecting health information exchanges, and which may
include updating and implementing the infrastructure nec-
essary within different agencies of the Department of Health
and Human Services to support the electronic use and ex-
change of health information.

(2) Development and adoption of appropriate certified elec-
tronic health records for categories of health care providers not
eligible for support under title XVIII or XIX of the Social Secu-
rity Act for the adoption of such records.

(3) Training on and dissemination of information on best
practices to integrate health information technology, including
electronic health records, into a provider’s delivery of care, con-
sistent with best practices learned from the Health Informa-
tion Technology Research Center developed under section
3012(b), including community health centers receiving assist-
ance under section 330, covered entities under section 340B,
and providers participating in one or more of the programs
under titles XVIII, XIX, and XXI of the Social Security Act (re-
lating to Medicare, Medicaid, and the State Children’s Health
Insurance Program).

(4) Infrastructure and tools for the promotion of telemedi-
cine, including coordination among Federal agencies in the pro-
motion of telemedicine.

(5) Promotion of the interoperability of clinical data reposi-
tories or registries.

(6) Promotion of technologies and best practices that en-
hance the protection of health information by all holders of in-
dividually identifiable health information.

(7) Improvement and expansion of the use of health infor-
mation technology by public health departments.

(b) COORDINATION.—The Secretary shall ensure funds under
this section are used in a coordinated manner with other health in-
formation promotion activities.

(c) ADDITIONAL USE OF FUuNDS.—In addition to using funds as
provided in subsection (a), the Secretary may use amounts appro-
priated under section 3018 to carry out health information tech-
nology activities that are provided for under laws in effect on the
date of the enactment of this title.

(d) STANDARDS FOR ACQUISITION OF HEALTH INFORMATION
TECHNOLOGY.—To the greatest extent practicable, the Secretary
shall ensure that where funds are expended under this section for
the acquisition of health information technology, such funds shall
be used to acquire health information technology that meets appli-
cable standards adopted under section 3004. Where it is not prac-
ticable to expend funds on health information technology that
meets such applicable standards, the Secretary shall ensure that
such health information technology meets applicable standards oth-
erwise adopted by the Secretary.
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SEC. 3012. [300jj-32]1 HEALTH INFORMATION TECHNOLOGY IMPLEMEN-
TATION ASSISTANCE.
(a) HEALTH INFORMATION TECHNOLOGY EXTENSION PROGRAM.—
To assist health care providers to adopt, implement, and effectively
use certified EHR technology that allows for the electronic ex-
change and use of health information, the Secretary, acting
through the Office of the National Coordinator, shall establish a
health information technology extension program to provide health
information technology assistance services to be carried out
through the Department of Health and Human Services. The Na-
tional Coordinator shall consult with other Federal agencies with
demonstrated experience and expertise in information technology
services, such as the National Institute of Standards and Tech-
nology, in developing and implementing this program.
(b) HEALTH INFORMATION TECHNOLOGY RESEARCH CENTER.—
(1) IN GENERAL.—The Secretary shall create a Health In-
formation Technology Research Center (in this section referred
to as the “Center”) to provide technical assistance and develop
or recognize best practices to support and accelerate efforts to
adopt, implement, and effectively utilize health information
technology that allows for the electronic exchange and use of
information in compliance with standards, implementation
specifications, and certification criteria adopted under section
3004.
(2) INPUT.—The Center shall incorporate input from—

(A) other Federal agencies with demonstrated experi-
ence and expertise in information technology services such
as the National Institute of Standards and Technology;

(B) users of health information technology, such as
providers and their support and clerical staff and others
involved in the care and care coordination of patients, from
the health care and health information technology indus-
try; and

(C) others as appropriate.

(3) PURPOSES.—The purposes of the Center are to—

(A) provide a forum for the exchange of knowledge and
experience;

(B) accelerate the transfer of lessons learned from ex-
isting public and private sector initiatives, including those
currently receiving Federal financial support;

(C) assemble, analyze, and widely disseminate evi-
dence and experience related to the adoption, implementa-
tion, and effective use of health information technology
that allows for the electronic exchange and use of informa-
tion including through the regional centers described in
subsection (c);

(D) provide technical assistance for the establishment
and evaluation of regional and local health information
networks to facilitate the electronic exchange of informa-
tion across health care settings and improve the quality of
health care;

(E) provide technical assistance for the development
and dissemination of solutions to barriers to the exchange
of electronic health information; and
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(F) learn about effective strategies to adopt and utilize
health information technology in medically underserved
communities.

(c) HEALTH INFORMATION TECHNOLOGY REGIONAL EXTENSION
CENTERS.—

(1) IN GENERAL.—The Secretary shall provide assistance
for the creation and support of regional centers (in this sub-
section referred to as “regional centers”) to provide technical
assistance and disseminate best practices and other informa-
tion learned from the Center to support and accelerate efforts
to adopt, implement, and effectively utilize health information
technology that allows for the electronic exchange and use of
information in compliance with standards, implementation
specifications, and certification criteria adopted under section
3004. Activities conducted under this subsection shall be con-
sistent with the strategic plan developed by the National Coor-
dinator, (and, as available) under section 3001.

(2) AFFILIATION.—Regional centers shall be affiliated with
any United States-based nonprofit institution or organization,
or group thereof, that applies and is awarded financial assist-
ance under this section. Individual awards shall be decided on
the basis of merit.

(3) OBJECTIVE.—The objective of the regional centers is to
enhance and promote the adoption of health information tech-
nology through—

(A) assistance with the implementation, effective use,
upgrading, and ongoing maintenance of health information
technology, including electronic health records, to
healthcare providers nationwide;

(B) broad participation of individuals from industry,
universities, and State governments;

(C) active dissemination of best practices and research
on the implementation, effective use, upgrading, and ongo-
ing maintenance of health information technology, includ-
ing electronic health records, to health care providers in
order to improve the quality of healthcare and protect the
privacy and security of health information;

(D) participation, to the extent practicable, in health
information exchanges;

(E) utilization, when appropriate, of the expertise and
capability that exists in Federal agencies other than the
Department; and

(F) integration of health information technology, in-
cluding electronic health records, into the initial and ongo-
ing training of health professionals and others in the
healthcare industry that would be instrumental to improv-
ing the quality of healthcare through the smooth and accu-
rate electronic use and exchange of health information.

(4) REGIONAL ASSISTANCE.—Each regional center shall aim
to provide assistance and education to all providers in a region,
but shall prioritize any direct assistance first to the following:

(A) Public or not-for-profit hospitals or critical access
hospitals.
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(B) Federally qualified health centers (as defined in
section 1861(aa)(4) of the Social Security Act).

(C) Entities that are located in rural and other areas
that serve uninsured, underinsured, and medically under-
served individuals (regardless of whether such area is
urban or rural).

(D) Individual or small group practices (or a consor-
tium thereof) that are primarily focused on primary care.
(5) FINANCIAL SUPPORT.—The Secretary may provide finan-

cial support to any regional center created under this sub-
section for a period not to exceed four years. The Secretary
may not provide more than 50 percent of the capital and an-
nual operating and maintenance funds required to create and
maintain such a center, except in an instance of national eco-
nomic conditions which would render this cost-share require-
ment detrimental to the program and upon notification to Con-
gress as to the justification to waive the cost-share require-
ment.

(6) NOTICE OF PROGRAM DESCRIPTION AND AVAILABILITY OF
FUNDS.—The Secretary shall publish in the Federal Register,
not later than 90 days after the date of the enactment of this
title, a draft description of the program for establishing re-
gional centers under this subsection. Such description shall in-
clude the following:

(A) A detailed explanation of the program and the pro-
grams goals.

(B) Procedures to be followed by the applicants.

(C) Criteria for determining qualified applicants.

(D) Maximum support levels expected to be available
to centers under the program.

(7) APPLICATION REVIEW.—The Secretary shall subject each
application under this subsection to merit review. In making a
decision whether to approve such application and provide fi-
nancial support, the Secretary shall consider at a minimum the
merits of the application, including those portions of the appli-
cation regarding—

(A) the ability of the applicant to provide assistance
under this subsection and utilization of health information
technology appropriate to the needs of particular cat-
egories of health care providers;

(B) the types of service to be provided to health care
providers;

(C) geographical diversity and extent of service area;
an

(D) the percentage of funding and amount of in-kind
commitment from other sources.

(8) BIENNIAL EVALUATION.—Each regional center which re-
ceives financial assistance under this subsection shall be evalu-
ated biennially by an evaluation panel appointed by the Sec-
retary. Each evaluation panel shall be composed of private ex-
perts, none of whom shall be connected with the center in-
volved, and of Federal officials. Each evaluation panel shall
measure the involved center’s performance against the objec-
tive specified in paragraph (3). The Secretary shall not con-
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tinue to provide funding to a regional center unless its evalua-

tion is overall positive.

(9) CONTINUING SUPPORT.—After the second year of assist-
ance under this subsection, a regional center may receive addi-
tional support under this subsection if it has received positive
evaluations and a finding by the Secretary that continuation of
Federal funding to the center was in the best interest of provi-
sion of health information technology extension services.

SEC. 3013. [300jj-33]1 STATE GRANTS TO PROMOTE HEALTH INFORMA-
TION TECHNOLOGY.

(a) IN GENERAL.—The Secretary, acting through the National
Coordinator, shall establish a program in accordance with this sec-
tion to facilitate and expand the electronic movement and use of
health information among organizations according to nationally
recognized standards.

(b) PLANNING GRANTS.—The Secretary may award a grant to
a State or qualified State-designated entity (as described in sub-
section (f)) that submits an application to the Secretary at such
time, in such manner, and containing such information as the Sec-
retary may specify, for the purpose of planning activities described
in subsection (d).

(c) IMPLEMENTATION GRANTS.—The Secretary may award a
grant to a State or qualified State designated entity that—

(1) has submitted, and the Secretary has approved, a plan
described in subsection (e) (regardless of whether such plan
wag prepared using amounts awarded under subsection (b);
an

(2) submits an application at such time, in such manner,
and containing such information as the Secretary may specify.
(d) USE oF FunNDS.—Amounts received under a grant under

subsection (c) shall be used to conduct activities to facilitate and
expand the electronic movement and use of health information
among organizations according to nationally recognized standards
through activities that include—

(1) enhancing broad and varied participation in the au-
thorized and secure nationwide electronic use and exchange of
health information;

(2) identifying State or local resources available towards a
nationwide effort to promote health information technology;

(3) complementing other Federal grants, programs, and ef-
forts towards the promotion of health information technology;

(4) providing technical assistance for the development and
dissemination of solutions to barriers to the exchange of elec-
tronic health information;

(5) promoting effective strategies to adopt and utilize
health information technology in medically underserved com-
munities;

(6) assisting patients in utilizing health information tech-
nology;

(7) encouraging clinicians to work with Health Information
Technology Regional Extension Centers as described in section
3012, to the extent they are available and valuable;

(8) supporting public health agencies’ authorized use of
and access to electronic health information;
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(9) promoting the use of electronic health records for qual-
ity improvement including through quality measures reporting;
and

(10) such other activities as the Secretary may specify.

(e) PLAN.—

(1) IN GENERAL.—A plan described in this subsection is a
plan that describes the activities to be carried out by a State
or by the qualified State-designated entity within such State to
facilitate and expand the electronic movement and use of
health information among organizations according to nation-
ally recognized standards and implementation specifications.

(2) REQUIRED ELEMENTS.—A plan described in paragraph
(1) shall—

(A) be pursued in the public interest;

(B) be consistent with the strategic plan developed by
the National Coordinator, (and, as available) under section
3001;

(C) include a description of the ways the State or
qualified State-designated entity will carry out the activi-
ties described in subsection (b); and

(D) contain such elements as the Secretary may re-
quire.

(f) QUALIFIED STATE-DESIGNATED ENTITY.—For purposes of
this section, to be a qualified State-designated entity, with respect
to a State, an entity shall—

(1) be designated by the State as eligible to receive awards
under this section;

(2) be a not-for-profit entity with broad stakeholder rep-
resentation on its governing board;

(3) demonstrate that one of its principal goals is to use in-
formation technology to improve health care quality and effi-
ciency through the authorized and secure electronic exchange
and use of health information;

(4) adopt nondiscrimination and conflict of interest policies
that demonstrate a commitment to open, fair, and nondiscrim-
inatory participation by stakeholders; and

(5) conform to such other requirements as the Secretary
may establish.

(g) REQUIRED CONSULTATION.—In carrying out activities de-
scribed in subsections (b) and (c), a State or qualified State-des-
ignated entity shall consult with and consider the recommenda-
tions of—

(1) health care providers (including providers that provide
services to low income and underserved populations);

(2) health plans;

(3) patient or consumer organizations that represent the
population to be served;

(4) health information technology vendors;

(5) health care purchasers and employers;

(6) public health agencies;

(7) health professions schools, universities and colleges;

(8) clinical researchers;
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(9) other users of health information technology such as
the support and clerical staff of providers and others involved
in the care and care coordination of patients; and

(10) such other entities, as may be determined appropriate
by the Secretary.

(h) ConTiNUOUS IMPROVEMENT.—The Secretary shall annually
evaluate the activities conducted under this section and shall, in
awarding grants under this section, implement the lessons learned
from such evaluation in a manner so that awards made subsequent
to each such evaluation are made in a manner that, in the deter-
mination of the Secretary, will lead towards the greatest improve-
ment in quality of care, decrease in costs, and the most effective
authorized and secure electronic exchange of health information.

(1) REQUIRED MATCH.—

(1) IN GENERAL.—For a fiscal year (beginning with fiscal
year 2011), the Secretary may not make a grant under this
section to a State unless the State agrees to make available
non-Federal contributions (which may include in-kind contribu-
tions) toward the costs of a grant awarded under subsection (c)
in an amount equal to—

(A) for fiscal year 2011, not less than $1 for each $10
of Federal funds provided under the grant;

(B) for fiscal year 2012, not less than $1 for each $7
of Federal funds provided under the grant; and

(C) for fiscal year 2013 and each subsequent fiscal
year, not less than $1 for each $3 of Federal funds pro-
vided under the grant.

(2) AUTHORITY TO REQUIRE STATE MATCH FOR FISCAL YEARS
BEFORE FISCAL YEAR 2011.—For any fiscal year during the grant
program under this section before fiscal year 2011, the Sec-
retary may determine the extent to which there shall be re-
quired a non-Federal contribution from a State receiving a
grant under this section.

SEC. 3014. [300jj-34] COMPETITIVE GRANTS TO STATES AND INDIAN
TRIBES FOR THE DEVELOPMENT OF LOAN PROGRAMS TO
FACILITATE THE WIDESPREAD ADOPTION OF CERTIFIED
EHR TECHNOLOGY.

(a) IN GENERAL.—The National Coordinator may award com-
petitive grants to eligible entities for the establishment of programs
for loans to health care providers to conduct the activities described
in subsection (e).

(b) ELIGIBLE ENTITY DEFINED.—For purposes of this sub-
section, the term “eligible entity” means a State or Indian tribe (as
defined in the Indian Self-Determination and Education Assistance
Act) that—

(1) submits to the National Coordinator an application at
such time, in such manner, and containing such information as
the National Coordinator may require;

(2) submits to the National Coordinator a strategic plan in
accordance with subsection (d) and provides to the National
Coordinator assurances that the entity will update such plan
annually in accordance with such subsection;
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(3) provides assurances to the National Coordinator that
the entity will establish a Loan Fund in accordance with sub-
section (c);

(4) provides assurances to the National Coordinator that
the entity will not provide a loan from the Loan Fund to a
health care provider unless the provider agrees to—

(A) submit reports on quality measures adopted by the
Federal Government (by not later than 90 days after the
date on which such measures are adopted), to—

(1) the Administrator of the Centers for Medicare

& Medicaid Services (or his or her designee), in the

case of an entity participating in the Medicare pro-

gram under title XVIII of the Social Security Act or
the Medicaid program under title XIX of such Act; or
(i1) the Secretary in the case of other entities;

(B) demonstrate to the satisfaction of the Secretary
(through criteria established by the Secretary) that any
certified EHR technology purchased, improved, or other-
wise financially supported under a loan under this section
is used to exchange health information in a manner that,
in accordance with law and standards (as adopted under
section 3004) applicable to the exchange of information,
improves the quality of health care, such as promoting
care coordination; and

(C) comply with such other requirements as the entity
or the Secretary may require;

(D) include a plan on how health care providers in-
volved intend to maintain and support the certified EHR
technology over time;

(E) include a plan on how the health care providers in-
volved intend to maintain and support the certified EHR
technology that would be purchased with such loan, in-
cluding the type of resources expected to be involved and
any such other information as the State or Indian Tribe,
respectively, may require; and
(5) agrees to provide matching funds in accordance with

subsection (h).

(¢) ESTABLISHMENT OF FUND.—For purposes of subsection
(b)(3), an eligible entity shall establish a certified EHR technology
loan fund (referred to in this subsection as a “Loan Fund”) and
comply with the other requirements contained in this section. A
grant to an eligible entity under this section shall be deposited in
the Loan Fund established by the eligible entity. No funds author-
ized by other provisions of this title to be used for other purposes
specified in this title shall be deposited in any Loan Fund.

(d) STRATEGIC PLAN.—

(1) IN GENERAL.—For purposes of subsection (b)(2), a stra-
tegic plan of an eligible entity under this subsection shall iden-
tify the intended uses of amounts available to the Loan Fund
of such entity.

(2) CONTENTS.—A strategic plan under paragraph (1), with
respect to a Loan Fund of an eligible entity, shall include for
a year the following:
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(A) A list of the projects to be assisted through the
Loan Fund during such year.

(B) A description of the criteria and methods estab-
lished for the distribution of funds from the Loan Fund
during the year.

(C) A description of the financial status of the Loan
Fund as of the date of submission of the plan.

. c(lD) The short-term and long-term goals of the Loan

und.

(e) USE oF FuNDS.—Amounts deposited in a Loan Fund, in-
cluding loan repayments and interest earned on such amounts,
shall be used only for awarding loans or loan guarantees, making
reimbursements described in subsection (g)(4)(A), or as a source of
reserve and security for leveraged loans, the proceeds of which are
deposited in the Loan Fund established under subsection (c). Loans
under this section may be used by a health care provider to—

(1) facilitate the purchase of certified EHR technology;

(2) enhance the utilization of certified EHR technology
(which may include costs associated with upgrading health in-
formation technology so that it meets criteria necessary to be
a certified EHR technology);

(3) train personnel in the use of such technology; or

(4) improve the secure electronic exchange of health infor-
mation.

(f) TYPES OF ASSISTANCE.—Except as otherwise limited by ap-
plicable State law, amounts deposited into a Loan Fund under this
section may only be used for the following:

(1) To award loans that comply with the following:

(A) The interest rate for each loan shall not exceed the
market interest rate.

(B) The principal and interest payments on each loan
shall commence not later than 1 year after the date the
loan was awarded, and each loan shall be fully amortized
not later than 10 years after the date of the loan.

(C) The Loan Fund shall be credited with all payments
of principal and interest on each loan awarded from the
Loan Fund.

(2) To guarantee, or purchase insurance for, a local obliga-
tion (all of the proceeds of which finance a project eligible for
assistance under this subsection) if the guarantee or purchase
would improve credit market access or reduce the interest rate
applicable to the obligation involved.

(3) As a source of revenue or security for the payment of
principal and interest on revenue or general obligation bonds
issued by the eligible entity if the proceeds of the sale of the
bonds will be deposited into the Loan Fund.

(4) To earn interest on the amounts deposited into the
Loan Fund.

(5) To make reimbursements described in subsection
(g)(4)A).

(g) ADMINISTRATION OF LOAN FUNDS.—

(1) COMBINED FINANCIAL ADMINISTRATION.—An eligible en-
tity may (as a convenience and to avoid unnecessary adminis-
trative costs) combine, in accordance with applicable State law,
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the financial administration of a Loan Fund established under
this subsection with the financial administration of any other
revolving fund established by the entity if otherwise not pro-
hibited by the law under which the Loan Fund was estab-
lished.

(2) COST OF ADMINISTERING FUND.—Each eligible entity
may annually use not to exceed 4 percent of the funds provided
to the entity under a grant under this section to pay the rea-
sonable costs of the administration of the programs under this
section, including the recovery of reasonable costs expended to
establish a Loan Fund which are incurred after the date of the
enactment of this title.

(3) GUIDANCE AND REGULATIONS.—The National Coordi-
nator shall publish guidance and promulgate regulations as
may be necessary to carry out the provisions of this section, in-
cluding—

(A) provisions to ensure that each eligible entity com-
mits and expends funds allotted to the entity under this
section as efficiently as possible in accordance with this
title and applicable State laws; and

(B) guidance to prevent waste, fraud, and abuse.

(4) PRIVATE SECTOR CONTRIBUTIONS.—

(A) IN GENERAL.—A Loan Fund established under this
section may accept contributions from private sector enti-
ties, except that such entities may not specify the recipient
or recipients of any loan issued under this subsection. An
eligible entity may agree to reimburse a private sector en-
tity for any contribution made under this subparagraph,
except that the amount of such reimbursement may not be
greater than the principal amount of the contribution
made.

(B) AVAILABILITY OF INFORMATION.—An eligible entity
shall make publicly available the identity of, and amount
contributed by, any private sector entity under subpara-
graph (A) and may issue letters of commendation or make
other awards (that have no financial value) to any such en-
tity.

(h) MATCHING REQUIREMENTS.—

(1) IN GENERAL.—The National Coordinator may not make
a grant under subsection (a) to an eligible entity unless the en-
tity agrees to make available (directly or through donations
from public or private entities) non-Federal contributions in
cash to the costs of carrying out the activities for which the
grant is awarded in an amount equal to not less than $1 for
each $5 of Federal funds provided under the grant.

(2) DETERMINATION OF AMOUNT OF NON-FEDERAL CON-
TRIBUTION.—In determining the amount of non-Federal con-
tributions that an eligible entity has provided pursuant to sub-
paragraph (A), the National Coordinator may not include any
amounts provided to the entity by the Federal Government.

(i) EFFECTIVE DATE.—The Secretary may not make an award
under this section prior to January 1, 2010.
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SEC. 3015. [300jj-35] DEMONSTRATION PROGRAM TO INTEGRATE IN-
FORMATION TECHNOLOGY INTO CLINICAL EDUCATION.

(a) IN GENERAL.—The Secretary may award grants under this
section to carry out demonstration projects to develop academic
curricula integrating certified EHR technology in the clinical edu-
cation of health professionals. Such awards shall be made on a
competitive basis and pursuant to peer review.

(b) ELIGIBILITY.—To be eligible to receive a grant under sub-
section (a), an entity shall—

(1) submit to the Secretary an application at such time, in
such manner, and containing such information as the Sec-
retary may require;

(2) submit to the Secretary a strategic plan for integrating
certified EHR technology in the clinical education of health
professionals to reduce medical errors, increase access to pre-
vention, reduce chronic diseases, and enhance health care qual-
ity;

(3) be—

(A) a school of medicine, osteopathic medicine, den-
tistry, or pharmacy, a graduate program in behavioral or
m}elnt?l health, or any other graduate health professions
school,

(B) a graduate school of nursing or physician assistant
studies;

(C) a consortium of two or more schools described in
subparagraph (A) or (B); or

(D) an institution with a graduate medical education
program in medicine, osteopathic medicine, dentistry,
pharmacy, nursing, or physician assistance studies;

(4) provide for the collection of data regarding the effec-
tiveness of the demonstration project to be funded under the
grant in improving the safety of patients, the efficiency of
health care delivery, and in increasing the likelihood that grad-
uates of the grantee will adopt and incorporate certified EHR
technology, in the delivery of health care services; and
1 (5) provide matching funds in accordance with subsection
(d).

(c) USE oF FUNDS.—

(1) IN GENERAL.—With respect to a grant under subsection
(a), an eligible entity shall—

(A) use grant funds in collaboration with 2 or more
disciplines; and

(B) use grant funds to integrate certified EHR tech-
nology into community-based clinical education.

(2) LIMITATION.—An eligible entity shall not use amounts
received under a grant under subsection (a) to purchase hard-
ware, software, or services.

(d) FINANCIAL SUPPORT.—The Secretary may not provide more
than 50 percent of the costs of any activity for which assistance is
provided under subsection (a), except in an instance of national eco-
nomic conditions which would render the cost-share requirement
under this subsection detrimental to the program and upon notifi-
cation to Congress as to the justification to waive the cost-share re-
quirement.
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(e) EVALUATION.—The Secretary shall take such action as may
be necessary to evaluate the projects funded under this section and
publish, make available, and disseminate the results of such eval-
uations on as wide a basis as is practicable.

(f) REPORTS.—Not later than 1 year after the date of enactment
of this title, and annually thereafter, the Secretary shall submit to
the Committee on Health, Education, Labor, and Pensions and the
Committee on Finance of the Senate, and the Committee on Energy
and Commerce of the House of Representatives a report that—

(1) describes the specific projects established under this
section; and

(2) contains recommendations for Congress based on the
evaluation conducted under subsection (e).

SEC. 3016. [300jj-36] INFORMATION TECHNOLOGY PROFESSIONALS IN
HEALTH CARE.

(a) IN GENERAL.—The Secretary, in consultation with the Di-
rector of the National Science Foundation, shall provide assistance
to institutions of higher education (or consortia thereof) to establish
or expand medical health informatics education programs, includ-
ing certification, undergraduate, and masters degree programs, for
both health care and information technology students to ensure the
rapid and effective utilization and development of health informa-
tion technologies (in the United States health care infrastructure).

(b) AcTIVITIES.—Activities for which assistance may be pro-
vided under subsection (a) may include the following:

(1) Developing and revising curricula in medical health
informatics and related disciplines.

(2) Recruiting and retaining students to the program in-
volved.

(3) Acquiring equipment necessary for student instruction
in these programs, including the installation of testbed net-
works for student use.

(4) Establishing or enhancing bridge programs in the
health informatics fields between community colleges and uni-
versities.

(c) PrRIORITY.—In providing assistance under subsection (a), the
Secretary shall give preference to the following:

(1) Existing education and training programs.

(2) Programs designed to be completed in less than six
months.

SEC. 3017. [300jj-37] GENERAL GRANT AND LOAN PROVISIONS.

(a) REPORTS.—The Secretary may require that an entity receiv-
ing assistance under this subtitle shall submit to the Secretary, not
later than the date that is 1 year after the date of receipt of such
assistance, a report that includes—

(1) an analysis of the effectiveness of the activities for
which the entity receives such assistance, as compared to the
goals for such activities; and

(2) an analysis of the impact of the project on health care
quality and safety.

(b) REQUIREMENT TO IMPROVE QUALITY OF CARE AND DE-
CREASE IN CosTs.—The National Coordinator shall annually evalu-
ate the activities conducted under this subtitle and shall, in award-
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ing grants, implement the lessons learned from such evaluation in
a manner so that awards made subsequent to each such evaluation
are made in a manner that, in the determination of the National
Coordinator, will result in the greatest improvement in the quality
and efficiency of health care.

SEC. 3018. [300jj-38]1 AUTHORIZATION FOR APPROPRIATIONS.
For the purposes of carrying out this subtitle, there is author-

ized to be appropriated such sums as may be necessary for each of
the fiscal years 2009 through 2013.

Subtitle C—Other Provisions

SEC. 3021. [300jj-51] HEALTH INFORMATION TECHNOLOGY ENROLL-
MENT STANDARDS AND PROTOCOLS.

(a) IN GENERAL.—

(1) STANDARDS AND PROTOCOLS.—Not later than 180 days
after the date of enactment of this title, the Secretary, in con-
sultation with the HIT Advisory Committee, shall develop
interoperable and secure standards and protocols that facilitate
enrollment of individuals in Federal and State health and
human services programs, as determined by the Secretary.

(2) METHODS.—The Secretary shall facilitate enrollment in
such programs through methods determined appropriate by the
Secretary, which shall include providing individuals and third
parties authorized by such individuals and their designees no-
tification of eligibility and verification of eligibility required
under such programs.

(b) CoNTENT.—The standards and protocols for electronic en-
rollment in the Federal and State programs described in subsection
(a) shall allow for the following:

(1) Electronic matching against existing Federal and State
data, including vital records, employment history, enrollment
systems, tax records, and other data determined appropriate
by the Secretary to serve as evidence of eligibility and in lieu
of paper-based documentation.

(2) Simplification and submission of electronic documenta-
tion, digitization of documents, and systems verification of eli-
gibility.

(3) Reuse of stored eligibility information (including docu-
mentation) to assist with retention of eligible individuals.

(4) Capability for individuals to apply, recertify and man-
age their eligibility information online, including at home, at
points of service, and other community-based locations.

(5) Ability to expand the enrollment system to integrate
new programs, rules, and functionalities, to operate at in-
creased volume, and to apply streamlined verification and eli-
gibility processes to other Federal and State programs, as ap-
propriate.

(6) Notification of eligibility, recertification, and other
needed communication regarding eligibility, which may include
communication via email and cellular phones.

(7) Other functionalities necessary to provide eligibles with
streamlined enrollment process.
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(c) APPROVAL AND NOTIFICATION.—With respect to any stand-
ard or protocol developed under subsection (a) that has been ap-
proved by the HIT Advisory Committee, the Secretary—

(1) shall notify States of such standards or protocols; and

(2) may require, as a condition of receiving Federal funds
for the health information technology investments, that States
or other entities incorporate such standards and protocols into
such investments.

(d) GRANTS FOR IMPLEMENTATION OF APPROPRIATE ENROLL-
MENT HIT.—

(1) IN GENERAL.—The Secretary shall award grant to eligi-
ble entities to develop new, and adapt existing, technology sys-
tems to implement the HIT enrollment standards and protocols
developed under subsection (a) (referred to in this subsection
as “appropriate HIT technology”).

(2) ELIGIBLE ENTITIES.—To be eligible for a grant under
this subsection, an entity shall—

(A) be a State, political subdivision of a State, or a
local governmental entity; and

(B) submit to the Secretary an application at such
time, in such manner, and containing—

(i) a plan to adopt and implement appropriate en-
rollment technology that includes—

(I) proposed reduction in maintenance costs of
technology systems;

(IT) elimination or updating of legacy systems;
and

(IIT) demonstrated collaboration with other
entities that may receive a grant under this sec-
tion that are located in the same State, political
subdivision, or locality;

(ii) an assurance that the entity will share such
appropriate enrollment technology in accordance with
paragraph (4); and

(ii1) such other information as the Secretary may
require.

(3) SHARING.—

(A) IN GENERAL.—The Secretary shall ensure that ap-
propriate enrollment HIT adopted under grants under this
subsection is made available to other qualified State,
qualified political subdivisions of a State, or other appro-
priate qualified entities (as described in subparagraph (B))
at no cost.

(B) QUALIFIED ENTITIES.—The Secretary shall deter-
mine what entities are qualified to receive enrollment HIT
under subparagraph (A), taking into consideration the rec-
ommendations of the HIT Advisory Committee.

SEC. 3022. [300jj-521 INFORMATION BLOCKING.
(a) DEFINITION.—
(1) IN GENERAL.—In this section, the term “information
blocking” means a practice that—
(A) except as required by law or specified by the Sec-
retary pursuant to rulemaking under paragraph (3), is
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likely to interfere with, prevent, or materially discourage

acc(iass, exchange, or use of electronic health information;

an

(B)() if conducted by a health information technology
developer, exchange, or network, such developer, exchange,
or network knows, or should know, that such practice is
likely to interfere with, prevent, or materially discourage
the access, exchange, or use of electronic health informa-
tion; or

(i1) if conducted by a health care provider, such pro-
vider knows that such practice is unreasonable and is like-
ly to interfere with, prevent, or materially discourage ac-
cess, exchange, or use of electronic health information.

(2) PRACTICES DESCRIBED.—The information blocking prac-
tices described in paragraph (1) may include—

(A) practices that restrict authorized access, exchange,
or use under applicable State or Federal law of such infor-
mation for treatment and other permitted purposes under
such applicable law, including transitions between certified
health information technologies;

(B) implementing health information technology in
nonstandard ways that are likely to substantially increase
the complexity or burden of accessing, exchanging, or
using electronic health information; and

(C) implementing health information technology in
ways that are likely to—

(1) restrict the access, exchange, or use of elec-
tronic health information with respect to exporting
complete information sets or in transitioning between
health information technology systems; or

(i1) lead to fraud, waste, or abuse, or impede inno-
vations and advancements in health information ac-
cess, exchange, and use, including care delivery en-
abled by health information technology.

(3) RULEMAKING.—The Secretary, through rulemaking,
shall identify reasonable and necessary activities that do not
constitute information blocking for purposes of paragraph (1).

(4) NO ENFORCEMENT BEFORE EXCEPTION IDENTIFIED.—The
term “information blocking” does not include any practice or
conduct occurring prior to the date that is 30 days after the
date of enactment of the 21st Century Cures Act.

(5) CONSULTATION.—The Secretary may consult with the
Federal Trade Commission in promulgating regulations under
this subsection, to the extent that such regulations define prac-
tices that are necessary to promote competition and consumer
welfare.

(6) APPLICATION.—The term “information blocking”, with
respect to an individual or entity, shall not include an act or
practice other than an act or practice committed by such indi-
vidual or entity.

(7) CLARIFICATION.—In carrying out this section, the Sec-
retary shall ensure that health care providers are not penal-
ized for the failure of developers of health information tech-
nology or other entities offering health information technology
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to such providers to ensure that such technology meets the re-
quirements to be certified under this title.
(b) INSPECTOR GENERAL AUTHORITY.—

(1) IN GENERAL.—The inspector general of the Department
of Health and Human Services (referred to in this section as
the “Inspector General”) may investigate any claim that—

(A) a health information technology developer of cer-
tified health information technology or other entity offer-
ing certified health information technology—

(i) submitted a false attestation under section
3001(c)(5)(D)(vii); or

(ii) engaged in information blocking;

(B) a health care provider engaged in information
blocking; or

(C) a health information exchange or network engaged
in information blocking.

(2) PENALTIES.—

(A) DEVELOPERS, NETWORKS, AND EXCHANGES.—Any
individual or entity described in subparagraph (A) or (C)
of paragraph (1) that the Inspector General, following an
investigation conducted under this subsection, determines
to have committed information blocking shall be subject to
a civil monetary penalty determined by the Secretary for
all such violations identified through such investigation,
which may not exceed $1,000,000 per violation. Such de-
termination shall take into account factors such as the na-
ture and extent of the information blocking and harm re-
sulting from such information blocking, including, where
applicable, the number of patients affected, the number of
providers affected, and the number of days the information
blocking persisted.

(B) PROVIDERS.—Any individual or entity described in
subparagraph (B) of paragraph (1) determined by the In-
spector General to have committed information blocking
shall be referred to the appropriate agency to be subject to
appropriate disincentives using authorities under applica-
ble Federal law, as the Secretary sets forth through notice
and comment rulemaking.

(C) PROCEDURE.—The provisions of section 1128A of
the Social Security Act (other than subsections (a) and (b)
of such section) shall apply to a civil money penalty ap-
plied under this paragraph in the same manner as such
provisions apply to a civil money penalty or proceeding
under such section 1128A(a).

(D) RECOVERED PENALTY FUNDS.—The amounts recov-
ered under this paragraph shall be allocated as follows:

(i) ANNUAL OPERATING EXPENSES.—Each year fol-
lowing the establishment of the authority under this
subsection, the Office of the Inspector General shall
provide to the Secretary an estimate of the costs to
carry out investigations under this section. Such esti-
mate may include reasonable reserves to account for
variance in annual amounts recovered under this
paragraph. There is authorized to be appropriated for
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purposes of carrying out this section an amount equal

to the amount specified in such estimate for the fiscal

year.
(ii) APPLICATION TO OTHER PROGRAMS.—The
amounts recovered under this paragraph and remain-

ing after amounts are made available under clause (i)

shall be transferred to the Federal Hospital Insurance

Trust Fund under section 1817 of the Social Security

Act and the Federal Supplementary Medical Insurance

Trust Fund under section 1841 of such Act, in such

proportion as the Secretary determines appropriate.

(E) AUTHORIZATION OF APPROPRIATIONS.—There is au-
thorized to be appropriated to the Office of the Inspector
General to carry out this section $10,000,000, to remain
available until expended.

(3) RESOLUTION OF CLAIMS.—

(A) IN GENERAL.—The Office of the Inspector General,
if such Office determines that a consultation regarding the
health privacy and security rules promulgated under sec-
tion 264(c) of the Health Insurance Portability and Ac-
countability Act of 1996 (42 U.S.C. 1320d-2 note) will re-
solve an information blocking claim, may refer such in-
stances of information blocking to the Office for Civil
Rights of the Department of Health and Human Services
for resolution.

(B) LIMITATION ON LIABILITY.—If a health care pro-
vider or health information technology developer makes in-
formation available based on a good faith reliance on con-
sultations with the Office for Civil Rights of the Depart-
ment of Health and Human Services pursuant to a referral
under subparagraph (A), with respect to such information,
the health care provider or developer shall not be liable for
such disclosure or disclosures made pursuant to subpara-
graph (A).

(4) APPLICATION OF AUTHORITIES UNDER INSPECTOR GEN-
ERAL ACT OF 1978.—In carrying out this subsection, the Inspec-
tor General shall have the same authorities as provided under
section 6 of the Inspector General Act of 1978 (5 U.S.C. App.).
(c) IDENTIFYING BARRIERS TO EXCHANGE OF CERTIFIED HEALTH

INFORMATION TECHNOLOGY.—

(1) TRUSTED EXCHANGE DEFINED.—In this section, the term
“trusted exchange” with respect to certified electronic health
records means that the certified electronic health record tech-
nology has the technical capability to enable secure health in-
formation exchange between users and multiple certified elec-
tronic health record technology systems.

(2) GUIDANCE.—The National Coordinator, in consultation
with the Office for Civil Rights of the Department of Health
and Human Services, shall issue guidance on common legal,
governance, and security barriers that prevent the trusted ex-
change of electronic health information.

(3) REFERRAL.—The National Coordinator and the Office
for Civil Rights of the Department of Health and Human Serv-
ices may refer to the Inspector General instances or patterns
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of refusal to exchange health information with an individual or
entity using certified electronic health record technology that is
technically capable of trusted exchange and under conditions
when exchange is legally permissible.

(d) ADDITIONAL PROVISIONS.—

(1) INFORMATION SHARING PROVISIONS.—The National Co-
ordinator may serve as a technical consultant to the Inspector
General and the Federal Trade Commission for purposes of
carrying out this section. The National Coordinator may, not-
withstanding any other provision of law, share information re-
lated to claims or investigations under subsection (b) with the
Federal Trade Commission for purposes of such investigations
and shall share information with the Inspector General, as re-
quired by law.

(2) PROTECTION FROM DISCLOSURE OF INFORMATION.—Any
information that is received by the National Coordinator in
connection with a claim or suggestion of possible information
blocking and that could reasonably be expected to facilitate
identification of the source of the information—

(A) shall not be disclosed by the National Coordinator
except as may be necessary to carry out the purpose of this
section;

(B) shall be exempt from mandatory disclosure under
section 552 of title 5, United States Code, as provided by
subsection (b)(3) of such section; and

(C) may be used by the Inspector General or Federal
Trade Commission for reporting purposes to the extent
that such information could not reasonably be expected to
facilitate identification of the source of such information.
(3) STANDARDIZED PROCESS.—

(A) IN GENERAL.—The National Coordinator shall im-
plement a standardized process for the public to submit re-
ports on claims of—

(i) health information technology products or de-
velopers of such products (or other entities offering
such products to health care providers) not being
interoperable or resulting in information blocking;

(i1) actions described in subsection (b)(1) that re-
sult in information blocking as described in subsection
(a); and

(iii) any other act described in subsection (a).

(B) COLLECTION OF INFORMATION.—The standardized
process implemented under subparagraph (A) shall provide
for the collection of such information as the originating in-
stitution, location, type of transaction, system and version,
timestamp, terminating institution, locations, system and
version, failure notice, and other related information.

(4) NONDUPLICATION OF PENALTY STRUCTURES.—In car-
rying out this subsection, the Secretary shall, to the extent
possible, ensure that penalties do not duplicate penalty struc-
tures that would otherwise apply with respect to information
blocking and the type of individual or entity involved as of the
day before the date of the enactment of this section.
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